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REMARKS 

Claims 1 , 2 and 5-9 are pending in this application. Claims 2,5,6 and 8 are canceled without 
prejudice or disclaimer, and claims 1, 7 and 9 are amended herein. Upon entry of this amendment, 
claims 1, 7 and 9 will be pending. Entry of this amendment and reconsideration of the rejections are 
respectfully requested. 

No new matter has been introduced by this Amendment. Support for the amendments to the 
claims is discussed below. 

The specification is objected to under 35 U.S.C. §112, first paragraph, as failing to 
provide an adequate written description of the invention. (Office action p. 2) 

Claims 1, 2 and 5-9 are rejected under 35 U.S.C. §112, first paragraph, because the 
specification, while possible of being enabling for the Trk49 and Trk62 antibodies, does not 
reasonably provide enablement for the scope of antibodies as claimed or even for other 
antibodies specific for the 5a and 5b isoforms of tartrate resistant acid phosphatase. (Office 

* 

action p. 2) 

The rejection is moot for claims 2, 5, 6 and 8, which are canceled without prejudice or 
disclaimer. The rejection of claims 1, 7 and 9 is overcome by the amendments to the claims. In the 
amendments to claims 1 and 9, the first antibody is limited to Trk62 and the second antibody is 
limited to Trk49. This amendment is supported by the general disclosure in the specification of the 
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Trk49 and Trk62 antibodies and the evidence that these antibodies meet the limitations of the 
original claims and may be used in the method of the invention. 

Claims 1, 2 and 5-9 are further rejected under 35 U.S.C. §112, first paragraph, as 
failing to provide an adequate written description of the invention and failing to provide an 
enabling disclosure. (Office action p. 2) 

At page 4, line 15, the Examiner states that: 

"a deposit in an acceptable International Depository does not indicate that the deposit 
was made under the terms of the Budapest treaty and does not certify that the deposit 
meets the criteria set forth in 37CFR 1.801-1.809. Applicants have not shown that 
viable cell lines were deposited under the terms of the Budapest Treaty." 

Applicant notes in this regard that 37 CFR 1.803(a) states that: 

"(a) A deposit shall be recognized for the purposes of these regulations if made in 

(1) Any International Depository Authority (IDA) as established under the Budapest Treaty 

or 

(2) Any other depository recognized to be suitable by the Office " 

Applicant here attaches Receipts in the Case of an Original Deposit under the Budapest 
Treaty for the subject hybridomas, demonstrating that the deposits at issue were made in an IDA 
under the Budapest treaty. Applicant has further attached statements verifying that these deposits 
were made under conditions that comply with 37 CFR 1 .806 and 37 CFR 1 .808(a). Reconsideration 
of the rejection is respectfully requested. 
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Claims 2 and 5-8 are rejected under 35 U.S.C. §112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. (Office action p. 5) 

The Examiner again states that the preamble of the dependent claims should be amended 
" The [[An]] immunoassay method according to claim ...." 

The rejection is moot for claims 2, 5, 6 and 8, which are canceled herein without prejudice 
or disclaimer. The rejection of claim 7 is overcome by the amendment to claim 7, amending the 
article "An" to -The-. 

Claim 9 is rejected under 35 U.S.C. §102(b) as being clearly anticipated by Furie et al. 
(U.S. 4,769,320) for reasons of record. (Office action p. 6) 

Reconsideration of the rejection is respectfully requested in view of the amendment to claim 
9. Claim 9 has been amended to limit the first antibody to Trk62 and the second antibody to Trk49. 

Applicant submits that Furie et al. does not disclose the Trk62 or Trk49 antibody. 

Claim 9 is rejected under 35 U.S.C. §102(b) as anticipated by or, in the alternative, 
under 35 U.S.C. §103(a) as obvious over Davalian et al. (U.S. 6,190,873) for reasons of record 
in the prior rejection of the similar subject matter of this claim. (Office action p. 7) 
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Reconsideration of the rejection is respectfully requested in view of the amendment to claim 
9. Claim 9 has been amended to limit the first antibody to Trk62 and the second antibody to Trk49. 
Applicant submits that Davalian et al. does not disclose the Trk62 or Trk49 antibody. 

Claims 1, 2 and 6-9 are rejected under 35 U.S.C. §102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. §103(a) as obvious over Halleen et al. et al. (U.S. 6,248,544) for 
reasons of record in the prior rejection of the similar subject matter of these claims. (Office 
action p. 7) 

Claims 1, 2 and 6-9 are under 35 U.S.C. §1 03(a) as being unpatentable over Halleen et 
al. (U.S. 6,248,544) in view of Carlsson et al. (U.S. 6,737,278) for reasons of record in the prior 
rejection of the similar subject matter of these claims. (Office action p. 7) 

The rejection is moot for claims 2, 5, 6 and 8, which are canceled without prejudice or 
disclaimer. The rejection of claims 1, 7 and 9 is overcome by the amendments to the claims. 

Claim 1 has been amended to limit the first antibody to Trk62 and the second antibody to 
Trk49. In addition, claim 1 has been amended to incorporate the limitation of claim 6, limiting the 
target substance to tartrate resistant acid phosphatase 5b (TRACP 5b). 

Claim 9 has been amended to limit the first antibody to Trk62 and the second antibody to 

Trk49. 

Applicant submits that neither Halleen et al. nor Carlsson et al. discloses the Trk62 or Trk49 
antibody. 
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If, for any reason, it is felt that this application is not now in condition for allowance, the 
Examiner is requested to contact the applicants' undersigned agent at the telephone number indicated 
below to arrange for an interview to expedite the disposition of this case. 



In the event that this paper is not timely filed, the applicants respectfully petition for an 
appropriate extension of time. Please charge any fees for such an extension of time and any other 
fees which may be due with respect to this paper, to Deposit Account No. 01-2340. 

Respectfully submitted, 



KRATZ, QUINTOS & HANSON, LLP 



DAG/xl 

Atty. Docket No. 050381 
Suite 400 

1420 K Street, N.W. 
Washington, D.C. 20005 
(202) 659-2930 





,-^rDaniel A. Geselo^it#, Ph.D. 
J Agent for Applicants 
/ Reg. No. 42,573 
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PATENT & TRADEMARK OFFICE 



Enclosures : ( 1 ) RCE Transmittal 

(2) Petition for Extension of Time 

(3) Receipt in the Case of Original Deposit under the Budapest Treaty for Trk49 

hybridoma 

(4) Receipt in the Case of Original Deposit under the Budapest Treaty for Trk62 

hybridoma 

(5) Statement verifying nature of Original Deposits 



H:\050\050381\Amendment Accompanying RCE in re FOA of 09-05-08 
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Examiner: GRUN, James Leslie 



Filed: June 13, 2005 
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For: IMMUNOASSAY METHOD AND KIT TO BE USED THEREIN 



STATEMENT UNDER 37 C.F.R. § 1.808 Art 



MAILSTOP RCE 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

I, Katsuhiro KATAYAMA, do hereby declare that: 
I am a co-inventor of die claimed inventions of the present application. 
I am an executive officer of the medical division of Nitto Boseki Co., Ltd., the assignee 
of the present application. 

I certify that the hybridomas Trk49 and Trk62 will be irrevocably and without 
restrictions or condition released to the public upon the issuance of a patent maturing from the 
present application, and the hybridomas will be replaced should they ever become non-viable. 

Signed on this J?%xy of (W,. ,2009 




Residence: Nitto Boseki Co., Ltd., 3-2-1 1 Kudan-Kita, Chiyoda-Ku, 102-0073 Tokyo, Japan 





IN'i'JSKNATlUWAL fURM 



i 



] 



TffiSUMFft3JBKJ:oTSUII7. 1 Kftv> 



BUDAPEST TREATY ON THE 

NAL RECOGNITION OF THE 

MICROORGANISMS FOR THE 
PATENT PROCEDURE 



I NT E E K AT t 0- 
DEPOS IT OF 
PURPOSES OF 



RECEIPT IN THE CASE OF AN ORIGINAL 
DEPOS IT 

issued pursuant to Rule 7.1 by. t be 
INTERNATIONAL DEPOSITARY AUTHORI T Y 
identified at the bottom of this 
page. 



ft* (*«) 



2b T £ 



1 1 . &£&7<£>S7rc 


T r K 6 2 


(£«#•§•) 

FERM BP— ?« 90 




■ » 








3. ««KCF«K 



t 



4. %1ffS*<0^ 



5. BBftglt^JS 



^3 ^ I 



International Patent Organ i s 
National Institute of Advanc 

•fe>*-« /MS 


Si™i»l8 


y 

al Science and Tec b n 


Dr. Yasuhiko Kuuialsu 







: B*gl£Ml£c>< IfiWElTM 1**1 f»**6 305-8566) 

AIST Ttukuba Central 6, 1-1. Higashi 1-Chome Tsukuba-shi. 
Ibar -a ki-ken' 305-8566 Japan 



¥)Jtl 4# (2 0 0 2) 



INTERNAT I ONLA FORM 



Budapest Treaty on the International 
Recognition of the Deposit of 



Issued pursuant to Rule 7 . 1 by the 
International Depositary Authority 
as stated below 



* » • 



BUDAPEST TREATY ON THE INTERNATIONAL 
RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

RECEIPT IN THE CASE OF AN ORIGINAL 



issued pursuant to Rule 7 . 1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of 



NITTO BOSEKI CO. , LTD 
President Atsuhiko 



of 1, Aza Higashi, Goonome , Fukush ima - shi , 



1 . Indication of microorganism 




(Indicati 
by depos 
TrK62 


on for identity provided 
jitor) 


(Accession number) 
FERM BP- 7890 


2. 


Scientif i 


c properties and taxonomies 


l1 position 








The following documents were attache 


id to the microorgan 


ism oJ 


E Column l . 




■ Scient: 


Lfic properties 










■ Taxonomical position 








3 . Receipt and acceptance 




The prese 


nt International Depositary 


r Authority accepted 


the 






microorga 
(original 


nism of Column 1 which was 
deposition date) 


received on Februar 


y 14, 


2002 


4. Receipt of demand for transfer 


5. International Depositary Authority 



Independent Administrative Juridical Person Deposition Center 



Name : 



International Patent Organism Depositary 
National Institute of Advanced Industrial 



Chief of Center: Yasuhiko Komatsu 



Dr. Yasuhiko Komatsu , Director 

Tsukuba Central 6, 1-1 , Higashi 1-Chome Tsukuba-shi, Ibaraki 
ken 305-8566 Japan 

AIST Tsukuba Central 6, 1-1/ Higashi 1-Chome Tsukuba-shi , 
Ibaraki-ken 305-8566 Japan 

February 14 , 2002 



I NTERNAT I ONAL FORM 



[ 



] 



TlBffl^itSSK t.o-TSLHO 10.2 Cfl£v> 



BUDAPEST TREATY ON THE INTERNATIO- 
NAL RECOGNITION OF THE 4 DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 



VIABILITY STATEMENT 

issued pursuant to Rule. 10. 2 by the 
INTERNATIONAL DEPOSITARY—AUTHORITY 
identified on the following page. 



2b T £ 



! 1 ^ ' if ^ 


2. W&Lm<n%t7K I 


* 




FERM BP- 7 8 9 0. 


1 "C -2a nr 




1 4 * 2 U4 0 


3 -eb^EttS&oJS-l- : : 


2«oa&»045i:'OV*T ¥JS 14 ^ 3 


ft 7 B KWKfclWLfclt*. ^imfgc^te. 

I 






• i 
















1 5. BBggifc^JM — — : : : ■ 



International Patent Organis i^teggg*j?Qg\y 



£ 3& : National Institute of Advance 



Science and Technology 




B*B^^o<t^mmiTS 1**1- 

AIST Tsukuba Central 
. Ibaraki-ken 305-8566 



4# (2 0 0 2) 3^ 8 B 



INTERNAT IONIA FORM 



Budapest Treaty on the International 

Deposit of 



BUDAPEST TREATY ON THE INTERNATIONAL 
RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

VT ABILITY STATEMENT 



Issued pursuant to Rule 10*2 by the 

Depositary Authority 



INTERNATIONAL 

on 



to Rule 10.2 by the 
DEPOSITARY AUTHORITY 
following this 



Demander 



NITTO BOSEKI CO., LTD. 
President Atsuhiko SAGARA 



of 1, Aza Higashi, Goonome, Fukushima-shi, 



1. 


Depositor 


2. Identification of Microorganism 


Nan 


le NITTO BOSEKI CO . , LTD . 

President Atsuhiko SAGARA 


Accession number: 
FERM BP- 7890 




Address of 1, Aza Higashi, Goonome, 

Fukushima- shi , Fukushima 
Prefecture 


Accession date: 
February 14, 2002 




3. Results of Viability Examination 




The viability examination for the microorganism of Column 2 was 
conducted on March 7, 2002, and as a result, the microorganism was 






□ not viable 






4. 


Conditions for Viability Examination (only when the result was 
negative) 




□ Copy of Record of Conditions for Viability Examination one 


5. 


International Depositary Authority 








Independent Administrative Juridica 


1 Person Deposition Center 






Industry Technology General Researc 


for Patent Organism 

h 




Nan 


le: International Patent Organism Depositary 
National Institute of Advanced Industrial 
Science and Technology 

Chief of Center: Yasuhiko Komatsu 






Dr. Yasuhiko Komats 


u, Director 




Adc 


iress: Tsukuba Central 6, 1-1, Hig 

ken 305-8566 Japan 
AX ST Tsukuba Central 6, 1-1 
Ibaraki-ken 305-8566 Japan 


ashi 1-Chome Tsukuba-shi, Ibara) 
, Higashi 1-Chome Tsukuba-shi, 

March 8, 2002 


ci- 



§55 .B • (* 7 ft# 1 #W«) 

- • 




& T £ 



BUDAPEST TREATY ON THE 

NAL RECOGNITION OF THE 

MICROORGANISMS FOR THE 
PATENT PROCEDURE 



I NTERNAT I 0- 
DEP0S1T OF 
PURPOSES OF 



RECEIPT IN THE CASE OF AN ORIGINAL 
DEPOSIT 

issued pursuant to Rule 7. 1 b y the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this 
page. 



i <a*sag>a£7r; — - — ■ 1 

T r K 4 9 


FERMBP- 8249 


2 OWMMfc±*>tt« 
























• • 


2 7 B (flMFttB) fcSfllLfc 1 

i 



Ml". 



■; i 



S«4 ,: T) epos i. : l":a r y 

• "J. 1 



Science and Technology 



International Patent Organi 

National Institute of Advanced - Ind u i a I 

■:• . "V v i 

Dr. Syuicbi Oka, Dlf r e c^o r^t&j 

B *B«ittlo < OTIK 1 T 1 lt*l *A*6 (SME** 3 0 5- 8 5 6 6) 

AIST Tsukuba Central 6. 1-1. Higashi 1-Chome Tsukuba-sh,. 
Ibaraki-ken 305-8566 Japan 

¥Ji!U4:¥ (2002) 11^270 



I 



FORM 8 (Regarding Article 7 . (1) ) 



Budapest. Treaty on the Interna tional 
Recognition of the Deposit of 
Microorganisms for the Purposes 



Issued pursuant to Rule 7 . 1 by the 
International Depositary Authority 



Deposition Receipt for Original 



BUDAPEST TREATY ON THE INTERNATIONAL 
RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 



RECEIPT IN THE 
DEPOSIT 



CASE OF AN ORIGINAL 



issued pursuant to Rule 7 . 1 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified at the bottom of this 



NITTO BOSEKI CO., LTD 



of 1, Aza Hi 



1. Indication of microorganism 


(Indication for identity provided 
TrK4 9 


(Accession number) 
FERM BP- 8249 


2. 


Scientific prop 


erties and taxonomies 


l1 position 




The following d 


ocuments were attache 


>d to the microorganism of Column l . 




■ Scientific pi 


roper ties 






■ Taxonomical j 


position 




3 . Receipt and acceptance 




The present Int 


ernational Depositary 


r Authority accepted the 




microorganism o 


f Column 1 which was 


received on November 27, 2002 




(original depos 


ition date) 




4. 


Receipt of dema 


nd for transfer 




5. 


International D 


epositary Authority 





Independent Administrative Juridical Person 

Technology General Research 

International Patent Organism Deposi 
National Institute of Advanced 
Science and Technology 

Chief of Center: Syuichi Oka 



Deposition Center 



Dr. Syuichi Oka, Director 

i 1-Chome Tsukuba-shi, Ibaraki 
1-1, Higashi 1-Chome Tsukuba-shi, 

November 27, 2002 



Tsukuba Central 6, 1-1/ 
ken 305-8566 Japan 
AIST Tsukuba Central 6, 
Ibaraki-ken 305-8566 Japan 



[ 



<r>m£M <o^t<D m^&j-m 



1 



BUDAPEST TREATY ON THE 

NAL RECOGNITION OF THE 

MICROORGANISMS FOR THE 
PATENT PROCEDURE. . 



INTERNAT I O- 
DEPOSIT OF 
PURPOSES. OF 



TBBBHMfeSJBK J: oTSSll 10.2 ic^v> 



VIABILITY STATEMENT 

issued pursuant to Rule .10. 2 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified. at the bottom of this 
page. 



* T £ T 


• • 


' 1. *' K * 


2. ffi^^JCD^R 


* 

ib T ^ T ' . 

^iseMg a tmm i ^sc i #j& 


: 

FERM BP- 8 2 4 9 
Sit OB : 

¥J£ 14 # 11 I 27 B 




• 

2 «3<5D|g^^©^fCOV>T ¥j£ 14 * 12 18 B Kf*S 






• 

■ 

• 




+ ■ 

• 

International Patent Or gan i £m - 1 ^eVrro * sr -i t rfcrfi 
£ $fc : National Institute of Advan t e'd ' I n d'u a\lSi 


V 

ry 

ial Science and Technology 

■ . 


Dr.. Syuichi Oka, D |pTiV\pV*iii|l' ' 
B2^^m^><fiTmmiTl 1#&1 «f»*Ji^iifeB^^5 - 8 5 6 6 ) 

AIST T s u k u b a . Central 6,1 — 1. Higashi 1 — C home Tsukuba— shi. 
Ibaraki— ken 305-85 6 6 Japan 

14f (2 0 0 2) 1 2 B 1 9 B 



FORM 10 (Regarding Article 9) 



Budapest Treaty on 
Recognition of the 
Microorganisms for 



pursuant to 
tional D< 
tated below 



10.2 by the 
Authority 



BUDAPEST TREATY ON THE INTERNATIONAL 
RECOGNITION OF THE DEPOSIT OF 
MICROORGANISMS FOR THE PURPOSES OF 
PATENT PROCEDURE 

VIABILITY STATEMENT 

issued pursuant to Rule 10.2 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 

at the bottom of this 



Demander 



NITTO BOSEKI CO . , LTD . 



of 1, Aza Higashi, Goonome, Fukushima-shi , 



1 . Depositor 


2. Identification of Microorganism 


Name NITTO BOSEI 

President I 


CI CO. , LTD . 
ktsuhiko SAGARA 


Accession number: 
FERM BP- 8249 


Address of "1, Aza I 

Fukushima-J 
Prefecture 


ligashi , Goonome , 
$hi , Fukushima 


Accession date: 
November 27 , 2002 


3. Results of Viability Examination 


The viability ex< 
conducted on Dec* 
■ viable 
□ not viable 


imination for the m 
amber 18 , 2002, and 


icroorganism of Column 2 was 
as a result, the microorganism was 


4 . Conditions for V; 
negative) 


Lability Examinatio 


n (only when the result was 


□ Copy of Record 


of Conditions for 


Viability Examination one 


5. International De] 


Dositary Authority 





Industry Technology General Research 



National Institute of 
Science and Technology 



Chief of Center: Syuichi Oka 



Dr. Syuichi Oka, Director 

Tsukuba Central 6, 1-1, Higashi 1-Chome Tsukuba-shi , Ibaraki 
ken 305-8566 Japan 

AIST Tsukuba Central 6, 1-1, Higashi 1-Chome Tsukuba-shi, 
Ibaraki-ken 305-8566 Japan 

December 19, 2002 



